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Dear Mr. Gex:

B As part of the Food andDrug Administration’s(FDA’s)suweillanceof promotionmd advertising
of devices regulated by the Center for Devicesand RadiologicalHealth (CDRH),we have
recently read a number of news articlesand press releases,avai!ableon the Nexh database,that
discuss the Biopsys Medical Inc. (Biopsys)biopsydevice(the BMI device),whichis a device
within the meaning of section 20 l(h) of the FederalFood, Drug and CosmeticAct (the Act), The
device, as cleared under several51O(Q prernarketnotificationsubmissions,has been identifiedby
the company as the BMI device. Biopsys has also marketedthis deviceas the Mammotome
Biopsy System. One of the items we reviewed k q Business Wwepress releaseissuedby Biopsys
on December 2, 1996. The heading of the release is “New ultrasounddesignexpands
Mammotome applications,” and the releasemakesnumerousstatementsreferringto the
“Mammotome Biopsy System,” Another is an Investor’s BusinessDailypress releaseissuedon
December 16, 1996, entitled, “Biopsys Medical Inc.” A third is a BusinessWke press release
issued by Biopsys on January 15, 1997. “

clearance of the company’s 510(k) notificationfor the B~’d&ice, k953399, was for %e for
u

soft tissue removal for a biopsy,definitivediagnosisor confirmationof a clinicaldiagnosis.”..-
. .

.
not expresslyo; impli~ly promote the dedce for exci;;n of

m
bmst cancer or genera~e advertisingor promotionallabelingmakingclaim about excision. o

I

i
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However, the company’s press rehxse noted abovemakesnumerousinappropriatestatements



Page 2- Steven Gq BiopsysMedical,Inc.

that, as explainedbelow,both expresslyand implkdlypromoteyour devicufor uses for whichit
was not cleared, and that have misbrandedand adulteratedthe device.

.
●

WhiIenot tibing 8peoi@liy to oancerouslisio~ the
claim made in the press releaseimpIythe excisionof a lesionmther than the removalof a
sufficientamount of tissue for diagnosticpurposes. AlthoughBiopsyshas not made any claimsor
statements that use of the biopsy~em on smalllesionswillnot require addkionalfoIiow-up
procedures, your releaseclearlysendsthe messagethat use of your devicesis effbctivein
removingentire lesions,especiallysmallones.

For example,the release refers to the r~xxnt!yintroduced 1l-gauge Mammotomeprobe md
MicroMark Clip as enablingphysiciansto take largerbreast tissue samples d markthe biopsy
site for follow-up examinations, In that cont~ it quotes radiologistAnneSmidas saying,
“small lesions are one of the areas where the Mammotomefor ultrasoundW be tiddy USd

There is no reason to leave part of the sonograpldc evidence of the lesion if you c& insert the
MicroMark (lip to mark the area. The 1l-gauge probe is large enoughthat ifyou have a small
nodule or mass a thorough biopsy is possible.” The release continues,‘This makesfhture follow-
up of the patient much less problematic because the sonographic evidenceof the lesion is no
longer present on imagingstudiesto potentiallycmfbse other physicians,The probe can more
completely biopsy an abnomdty becauseit obtainseighttimes more tissue per acquisitionthan
axe-needle biopsy.” This discussion“repliesthat the placementof a radiographicclip is necessary
because of the complete removalof at least smalllesions. This ‘hnprcssionis compoundedby the
statement attributed to Dr. StevenParker, referringto patientswatchingthe ultrasound-guided
biopsy,”. . .Whenthey see the lesionliterallydismpear before their eyes, thcii confidencein the
procedure skyrockets.” A lesiondisappearingbefore one’s eyes is a lesionthat has been excised.

We have an additional concern. The devicewas not clearedwith a claimfor use as a breast
biopsy device.

t

me devicewas cleared”formarketing as a g&troenterology-
urology biopsy instmment, the intended use for which is provided ‘mFDA’s regulationsat 21 CFR
876,1075. That section providesthat a gastroenterology-urologybiopsy Instnlmentis a device
used to remove, by cutting or aspimtio~ a specimenof tissue for microscopicexamination, This
generic type of device includesthe biopsypunch gastrointestinalmechanicalbiopsyinstrument,
suction biopsy instrument,gastro-urologybiopsyneedleand needleset, and no@ctric biopsy
forceps. This section does not apply to biopsyinstrumentsthat have spedalized uses in other
medicalspecialty areas and that are coveredby Classeticationsregulationsin other parts of the
device classificationregulations, Your company’suse of the name“Mammotomo”or
“Mammotome Breast Biopsy System”impliesspecificuse as a breast biopsy d,db, The
company’spress releases, like other Biopsyspromotionalmaterialsthat we have reviewed,ako
make explicit claims for the device as a breast biopsydevice. Such claimsshouldonlybe made
for a device cleared for that intendeduse.
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Promoting the BMI devicefor breast biopsyand for the excisionof lesions~ kefo~

misbrandedyour devim under sectionS02(0)of the act in that appropriatep~ notification
required by section 51O(Qof the w w not mbmjti~. The ~A’s mg@ioti at 21 CFR 801,4
provide that the te~,i “intended uses” refers to the objectiveintent of tho”p@,~ kgdly
responsiblefor the IabeIingof the device. That intent maybe shown by @@ dahns or
advertisingmatter or oral or written statementsby such persou or thd ~-es. Naming
the device with a word that clearly impliesuse in the breast and makingol~ fbr breast biopsy
and for excision of tissue impermissiily change the intended use of the device, Pursuant to
section 510(k) of the act and as explained in 21 CFR 807.81 (a)(3)@), such changes require the
submission of premarket notification.

ln acklik~ the Mkil dtice marketedwith claimsfor breast biopsyand for exoisienof tissue is
adulterated within the meaning of section 501(f)(l)(B) of the act in that it is a b III device
under section 513(f) of the a% and does not have an approved application for”p&arkct approval
in effect pursuant to section 515(a)of the act, or an approvedapplicationfor an kwestigational
deviceexemptionunder section520(g).

O
-.. .

0In the Investor’s
Daily press rdease, you arc quoted as saying that a woman w drive heflhome @t tier the
procedure with just a Band-Aid on her breast and that you “don’t think it’s wen as bad as getting
a crow,” If this quote is correctlyattributed, then you havemade a claimthat requires
substantiation. The Biopsys January 15 press releasesays“BiopsysMedicalInc. is a leading
developer, manufacturer and marketer of products for the diagnosis and management of breast
cancer, Through its principal product, tha Mammotome Biopsy Systerq the oompany offers a
less-invasive, cost-effective alternative to open surgical biopsy.”

not malw cost effectiveness claims until data supporting the ckiirnshad been
submitted to FDA. To date, such data have not been submitted to the agency,

This letter is not intended to be m all-inclusivelist of deficiencies.associatedwith the Biopsys
biopsysystem. It is your responsibilityto ensure adherenceto each requirementof the act and the
Federal regulations, The specificviolationsin this letter mayrepresent praoticesused in other
promotional or advertisingmaterialsused by your firm, You are responsiblefor investigatingand
reviewingthese materialsto ensurecompliancewith ripplicableregulations,

You should take prompt action to correct these violations, Failure to promptly correct these
deviations may result in FDA’s initiatingregulatoryaction without firth notice, These actions
include,but are not limitedto, seizure, injunctiol~and/or civilpena!ties,

e PI*c not@ this officewithin 15working days of the receipt of this letter of the spec’ticsteps
you have taken to correct the cited violations, Your responseshould aJsoincludeall steps being
taken to address false and misleading information currently in the marketplace and actions to
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prevent similarviolationsin the fiture. If correctiveaction cannotbe completedwithin 15
working days, state the reason for the delayand the time within whichthe correctionswillbe
completed.

A copy of this letter is being wnt to FDA’s LOSAr@s District Otlku. Please“senda copy of
your response to the District Director, Los Angeks District Office(HFR-PA240),19900Mac
Mhur Blvd., Suite 300, Wine, Californi%92612-2445.

Sincerc!yyours,

Officeof Compliance
Center for Devicesand
RadiologicalHealth


